FDA proposes giving consumers more data on foods & drugs 


Food & Drug Administration has taken a significant step among Federal agencies in proposing 
a change in its policy about informing consumers of data it has on file. In a precedent-setting 
“freedom of information” proposal, FDA has announced plans to clarify & formalize its policy 
on disclosure of original, scientific & technical information relating to the consumer products that 
it regulates, primarily foods & drugs. If consumers and others endorse the FDA proposal, FDA 
says it will alter its past “closed-door” policy on release of such important information to con- 
sumers, researchers and others of the general public. 


In asking for consumer comment on FDA’s proposal to release more information, Dr. Charles 
C. Edwards, Commissioner of Food & Drugs, said: “I am confident that today’s proposal will 
result in a far greater amount of information being made public.” 


~ 


The proposal would 


@ Make public the safety & effectiveness data for food additives, color additives & antibiotic 
drugs unless the manufacturer convinces FDA that the data should remain confidential be- 
cause of extraordinary circumstances. The data to be released would include, for example, 
the official summary of the test data submitted by a manufacturer to show that a new drug 
is safe & effective. 

@ Require manufacturers to identify & justify all claims of confidentiality for data previous- 
ly submitted to FDA in support of selling a new drug. For future applications to sell a new 
drug, such identification & justification would be required with each application when sub- 
mitted. 

@ Make public all adverse reaction & complaint data that has been submitted to FDA as 
required by law. Similar data not required by law and voluntarily submitted would also be 
available. To promote continued voluntary submission of such data, the manufacturer’s name 
would not be disclosed. 


The proposal also would provide consumers and others with the following information: 

@ Correspondence or summaries of discussions with company officials, members of Congress 
or the public; 

e@ Internal operating manuals; 

@ Informal enforcement actions such as the results of factory inspections or FDA letters re- 
questing corrections in drug labels; 

@ All completed reports of FDA testing & research. 


Information that would generally be retained as confidential includes: 


@ Manufacturing methods, formulas, trade secrets, commercial & financial information; 
e Active investigatory files compiled for law-enforcement purposes; 
e Internal FDA correspondence and FDA correspondence with other government agencies. 


Consumers have until July 4 to comment on FDA’s proposal to make more food & drug 
information available to the public. Consumers may submit written comments to Hearing Clerk, 
Dept. of Health, Education & Welfare, Room 6-88, 5600 Fishers Lane, Rockville, MD 20852. 
Statements should give the consumer’s name & address, the topic on which he is commenting 


and, then, his comments. For additional details of the proposal, see Federal Register, May 5, page 
9128. 








NEISS aids safety bureau 


By July 1, Food & Drug Administration’s new system for reporting consumer product injuries 
nationwide will be fully operational. The system, National Electronic Injury Surveillance System 
(NEISS), was initiated by FDA’s Bureau of Product Safety to collect injury data by computer from 
hospital emergency rooms around the country. There are already 105 statistically selected hos- 
pitals participating, and this number will reach 119 by the start of July. 


Before NEISS, the nation had no systematic data-collection system for product-related in- 
juries. Now, through NEISS, the Federal Government can learn not only how many persons are 
injured or killed in product-related accidents, but also which products are responsible. 


NEISS provides Bureau of Product Safety with daily information that is used to determine 
which products are causing the greatest number of injuries and the most severe injuries. On the 
basis of this data, authorities can send investigators to interview the injury victims or contact the 
victims by telephone for in-depth information. A victim may be contacted as soon as three days 


after his injury. FDA expects to incorporate data from doctors’ offices, death certificates and 
other sources into NEISS at a later date. 


With the information provided by NEISS, FDA can alert manufacturers how they can make 
products safe. The injury data has already proved valuable in FDA’s work on the hazards of bicy- 
cles, lawn mowers, glass doors, snowthrowers, snowmobiles, electric blenders, cribs, toys & flam- 
mable fabrics. The data will become more important in the bureau’s work if Congress approves 
legislation to expand FDA’s authority to regulate hazardous products. 


Only about a fifth of the hospital emergency rooms in the nation are being included in NEISS. 
If you know of an injury you feel should be tabulated, but your local hospital is not in the pro- 
gram, you can report the injury to the Regional Product Safety Consultant for your area. His ad- 
dress is available from your local FDA office, listed under Health, Education & Welfare in the 
U.S. Government section of your phone book. He can also give you more information about 
NEISS or tell your hospital administrator how his institution can participate in the program. 


How much does it cost to own & operate your car? 


Do you know how much it costs to own & operate your car? How much it really costs? Probably 
not, but Federal Highway Administration has some estimates. 


According to the revised edition of the agency’s publication, Cost of Operating an Automo- 
bile, you will spend about 13.55¢ a mile to drive and maintain a 1972 standard size car for 10 
years, which is $13,552.95 for the estimated life of the car. If you have a 1972 compact, you will 
spend about 10.81¢ a mile, or $10,807.60 for using the car for 10 years. If you have a subcom- 
pact, you can count on spending 9.4¢ a mile, or $9,444.03 for using the subcompact for 10 years. 


The purchase price is the first cost in the long line of costs that must be paid in operating 
your car during its approximate 100,000-mile, 10-year trip from the assembly line to the junk- 
yard. Depreciation is by far the greatest single cost. Other costs for a 10-year period are (1) 
$2,787 for some 7,350 gallons of gasoline; (2) $2,147 for maintenance & repairs; (3) $1,350 for 
insurance; (4) $1,800 for garaging, parking & tolls. 


You may get a free copy of the report, Cost of Operating an Automobile, by writing to Fed- 
eral Highway Administration, Transportation Dept., Washington, DC 20590. 


Pre-recorded tapes to state playing time 


International Tape Association has informed Office of Consumer Affairs that the association is 
asking its member companies if they will label their pre-recorded cassettes and 8-track tapes with 
the number of minutes of music playing time. The Presidentially appointed Consumer Advisory 
Council suggested time labeling as a means of telling the consumer how many minutes of music he is 


buying. Some brands of pre-recorded tapes already label playing time, and it is common practice 
for disc records to label playing time. 
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Agency orders corrective ads 


Federal Trade Commission has provisionally accepted a consent order that prohibits false nu- 
tritional claims by the manufacturer of Ocean Spray Cranberry Juice. The consent order also 
contains a provision requiring that for one year at least one out of every 4 ads—or alternatively, 
25% of advertising expenditures—for the product be devoted to correcting previous ads. 


The consent order cites Ocean Spray Cranberries Inc., Hanson, MA, and its advertising 
agency, Ted Bates & Co. Inc., New York. The order forbids claims that any beverage made by 
Ocean Spray or, in the case of Ted Bates, any beverage advertised as a product of cranberries: 


e@ Contains as many or a greater variety or quantity of nutrients than orange or tomato juice 
or any other beverage unless it is true; this does not prohibit representations that merely 


propose using any such product in place of other beverages without giving nutrition rea- 
sons; 


@ Has more “food energy” than any other beverage unless clear disclosure is made that this 
term refers to calories; 


e Is a “juice” unless it consists entirely of natural or reconstituted single strength fruit 
juice with no water added; this does not prohibit (1) the addition of any ingredient to 
sweeten, flavor, color, preserve, fortify with vitamins, minerals or other nutrients or the 
like, (2) descriptions such as “juice cocktail” or “juice drink” connoting a diluted or modi- 
fied single strength juice, (3) any name approved by any Federal agency having appropriate 
jurisdiction. The requirement for corrective ads includes a requirement that the following 
text be used: 


“If you’ve wondered what some of our earlier advertising meant when we said Ocean Spray Cran- 
berry Juice Cocktail has more food energy than orange juice or tomato juice, let us make it clear: we 
didn’t mean vitamins or minerals. Food energy means calories. Nothing more. 

“Food energy is important at breakfast since many of us may not get enough calories, or food 
energy, to get off to a good start. Ocean Spray Cranberry Juice Cocktail helps because it contains more 
food energy than most other breakfast drinks. 


“And Ocean Spray Cranberry Juice Cocktail gives you and your family Vitamin C plus a great wake- 
up taste. It’s ... the other breakfast drink.” 

The consent order is for the purpose of settling FTC’s complaint against the company and its 
ad agency that Ocean Spray Cranberry Juice Cocktail has been falsely advertised as to its var- 
iety and quantity of nutrients. The consent order does not constitute an admission by the firms that 
they have violated the law. 


New Federal publications 


Important—Operators of Farm Vehicles (lists conditions under which certain farm and farm- 
related vehicles are exempt from provisions of Federal Motor Carrier Safety Regulations), 
published by Federal Highway Administration; single copy free from Bureau of Motor Carrier 
Safety, Federal Highway Administration, Transportation Dept., Washington, DC 20590. 
The following publications are available at U.S. Government Printing Office Bookstores or by ordering from Man- 


ager, Public Documents Distribution Center, 5801 Tabor Ave., Philadelphia, PA 19120. When ordering, make checks or 
money orders payable to Supt. of Documents. 


Care of Books, Documents, Prints & Films, published by National Bureau of Standards; 45¢. 
State Consumer Action: Summary ’71, published by the Office of Consumer Affairs; $1.25. 


The following publications are available from Consumer Product Information, Washington, DC 20407. Make 
checks or money orders payable to Consumer Product Information. 
Studies of Deaths, Injuries & Economic Losses Resulting from Accidental Burning of Products, 
Fabrics or Related Materials (3rd annual report as required by Flammable Fabrics Act), 
published by Food & Drug Administration; $1.75. 


Vacuum Cleaners (selection, use, care & general information), published by General Services Ad- 
ministration; stock #2200-0070, 40¢. 
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Recall report 


The following is a summary of Food & Drug Administration’s recent product recall reports. 
Either FDA or the manufacturer or distributor can initiate a recall on the basis of plant and prod- 
uct inspections, product testing or retailer or consumer complaints. All recalls are voluntary 
except in cases where FDA seeks a Federal court order to take and keep the product from the 
market. 


Pro-H-Diet Supplement tablets manufactured by Honey-Tein Products Inc., Phoenix, AZ. Tablets are packaged in 
a clear plastic box labeled “Name—Date—Directions—Dr.—.” 
Reason for recall: Faulty manufacturing practices—tests found more than 24% deficiency in Vitamin B12. 
Procedure: Voluntary recall by manufacturer by phone from retail stores in Arizona & California. 


Prunettes powdered prune combination in 100-tablet bottles manufactured by Kapco Inc., Kalamazoo, MI. Each 
tablet contains 5 mg acetophenolisatin & 300 mg powdered prune. 
Reason for recall: FDA has concluded that the benefit-to-risk ratio for the oxyphenisatin acetate drug is 
unfavorable and continued marketing of Prunettes and other products containing the drug is unjustified. 


Procedure: Voluntary recall by the Glynn A. Beard Company of Denver by letter to retailers and wholesalers 
in Colorado, Wyoming & New Mexico. 


Enamelware items in red, orange, yellow, olive, lime & royal blue that may or may not be labeled with a sticker 
“Japan;” items and codes are EA-6, coffee percolator insert; EA-23, small colander; EA-24, large colander; 
EA-25, small plate; EA-26, medium plate; EA-27, large plate; EA-37, ladle; EA-38, salad spoon; EA-39, salad 
spoon with holes. 

Reason for recall: Cadmium contamination. 
Procedure: Voluntary recall by Asahi Trading Co. Inc., New York, by letter to retailers nationwide for all 
item numbers except those pieces of EA-23, EA-24 & EA-6 that have a white interior. 


Chewable Vitamin C Tablets, made by Great Lakes Medico Products Inc., Buffalo; 100mg, 250mg & 500mg in bottles 
of 100, 135, 250, 500 & 1000 labeled as Great Lakes Medico Products Inc., Buffalo. 
Reason for recall: Misbranded—sodium ascorbate not declared on label. 


Recall procedure: FDA initiated; Kay Pharmacal Co., Tulsa, to recall bottles not labeled with sodium ascorbate 
from retailers nationwide. 


Evasof Tablets, made by Lemmon Pharmacal Co. Inc., Sellersville, Pa., packaged in 100s & 1000s. Each yellow tablet 
contains dioctyl sodium sulfosuccinate 50mg, oxyphenisatin acetate. 


Reason for recall: FDA report that product was found to have a potentiality for harm due to its oxyphenisatin 
acetate content. 


Recall procedure: Voluntary letter from manufacturer to dispensing physicians nationwide. 


CONSUMER NEWS plans to summarize the recall reports periodically. The complete FDA Weekly 
Recall Report is available free from the Office of the Assistant Commissioner for Public Affairs, 
Food & Drug Administration, Washington, DC 20204. 
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